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MATftiran-UP VERSION OP AMENDMENTS: 
fllrim Amending* yn.dei-37 C.f ft 8 l.lllfoVlVffl 
Claims 1-3, 22-25, 30-31, 33, 44, 49, 52, 56-58. 61, 63, and 66 are amended. 

1. (Thrice Amended) A bioadhesiva composition which comprises an aqueous 
plasticised three dimensional polymeric matrix and a hydrophobic polymer*gaid, 
aq ueous olastickftd thtee-dime nainnftl polymeric matrix comprising HP tP SQ&feY 
weight of a nlagticise r other than wat«r and said matrix being the Poduct Qfo 
polymerisation paction oerfon aed in the presence of water, said plagtjcjafirjnd, 
. qai^ by dronbnb . fc polymer, w herein [the ]concentration of said hydrophobic 
polymer at [die ]surfece of said matrix is greater than [said]concentration of said 
hydrophobic polymer inside said matrix. 



2. (Thrice Amended) A bioadhesive composition according to claim 1 

wherein said concentration of said hydrophobic polymer at [the] surface of said 
1 5 matrix is four times greater than said concentration of said hydrophobic polymer 

inside said matrix. 



3. (Thrice Amended) A bioadhesive composition according to claim 2 
wherein said concentration of said hydrophobic polymer at [the] surface of said 

20 matrix is eight times greater than said concentration of said hydrophobic polymer 

inside said matrix. 

4. A bioadhesive composition according to claim 1, comprising: 
(i) a water activity in the range of 0.4 to 0.9; 

25 (ii) an elastic modulus at 1 rad/s in the range of 700 to 15,000 Fa; 

(iii) an elastic modulus at 100 rad/s in the range of 2000 to 4&.000 Pa; 

(iv) a viscous modulus at I rad/s in the range of 400 to 14,000 Pa; and 

(v) a viscous modulus at 100 rad/s in the range of 1000 to 35,000 Pa. 

30 : s. A bioadhesive composition according to claim 1, obtained by polymerising a 
reaction mixture comprising: 

(a) one or more monomers comprising a hydrophilic unsaturated water soluble 
acrylamido monomer; 



APR, 23. 2003 1 1:17AM WELSH I KATZ LTD 



NO, 7673 P. 3 



Serial No*; 09/171,004 

Page 2 

(b) a hydrophobic polymer, and 

(c) plasticiser 

6, A bioadhesive composition according to claim 5 obtained by polymerising a 
S reaction mixture comprising (a) 20% to 55% by weight of said one or more 

monomers comprising a hydropbilic unsaturated water-soluble acrylamide 
monomer, (b) 0.1% to, 10% by weight of said hydrophobic polymer and (c) 35% to 
70% by weight of saidpla&ticiser, 

I o 7. a bioadhesive composition according to claim 5 or claim 6 wherein said one or 
more monomers farther comprise an ionic hydropbilic unsaturated water-soluble 
monomer or a non-ionic hydropbilic unsaturated water-soluble monomer. 

8, A bioadhesive composition according to claim 1 wherein said hydrophobic 
\$ - polymer is a hydrophobic pressure sensitive adhesive, 

9. A bioadhesive composition according to olaim 5 wherein the reaction mixture 
additionally comprises from 1 to 10% by weight of a crosslinker. 

20 10. A bioadhesive composition according to claim 9 wherein said crosalinker is 
selected from the group consisting of tripropylene glycol diacrylate, ethylene 
glycol dimethacrylato, triacrylate, polyethylene glycol diacrylate, methylene bis 
acrylamide,* and combinations thereof! 

25 11. A bioadhesive composition according to claim 5 wherein said reaction mixture 
additionally comprises an interpenetraut polymer in an amount from 1 to 6% by 
weight 

1 2. A bioadhesive composition according to claim 1 1 wherein the interpenetraut 
30 polymer is selected from the group consisting of poly 2-acrylamido-2-methyl- 

propane sulphonic acid (AMPS), poly 3-sulpho-propyI acrylate (SPA), a 
copolymer of sodium salt of 2-acrylamido-2-methyl-prbpane sulphonic acid 
(NaAMPS) and SPA, polyacrylic acid, polymethacrylic acid, polyethylene oxide, 
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polyvinyl methyl ether, polyvinyl alcohol,- polyvmylpyirolidone, its copolymers 
with vinyl acetate, dimethylaminoethyl methacrylate, terpolymers with 
dimethylaminoethyl methacrylate and vinylcaprolactara, natural polysaccharides, 
synthetic polysaccharides, caiboxyraethyl cellulose, sodium caiboxymemyi 
cellulose, hydroxypropylmethyl cellulose, hydroxyethyl cellulose and 
combinations thereof. 

A bioadhesive composition according to claim 5 wherein said reaction mixture 
additionally comprises from 1 to 7% by weight of a salt. 

A pair of biomedical electrodes which comprise a bioadhesive composition 
according to claim 1. 

A pair of biomedical electrodes according to claim 15 which are Ag/AgCl 
biomedical electrodes. 

A fixation product for attaching a biomedical device to skin which comprises a 
bioadhesive composition according to claim 1. 

A wound dressing which comprises a carrier material in association with a 
bioadhesive composition of claim 1 . 

A bioadhesive composition according to claim 1, wherein said three dimensional 
polymeric matrix comprises a polymer or copolymer of a hydrophilic water- 
soluble acryiamido monomer of formula 



O 
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wherein: n represents 2 or 3, provided that when n represents 3 a counterfoil is also 
present; R 1 represents H, Cw-alkyl or R a SOiM wherein R 8 represents an 
optionally substituted hydrocarbon moiety and M represents hydrogen or a cation, 
each R l being mutually the same or different; and R J is hydrogen or optionally 
substituted methyl or ethyl. 

22. (Amended) A bioadhesive composition according to claim 21, wherein in 
[the compound] ™d hvdronhfflc water-soluble acrvlamido monomer of formula I, 
said hydrocarbon moiety or said methyl or ethyl group, when substituted, is 
substituted by a substituent selected from the group consisting of hydroxyl, amino, 
ammonium and halogen. 



23. (Amended) A bioadhesive composition according to claim 2 1 , wherein in 
[th* rnmpmind) said h vdrophilic water-so luble acrvlamido monomer of formula L 

1 5 said cation, when present, is an alkali metal cation. 

24. (Amended)' A bioadhesive composition according to claim 21 , wherein in 
[the compound] gaidhvdrophili c water-soluble acrvlamido monpmej of formula I: 
n represents 2; R 1 represents H or R'SOsM wherein R* represents an optionally 

20 substituted hydrocarbon moiety and M represents hydrogen or a cation, each R l 

being mutually the same or different; and R 1 is hydrogen or optionally substituted 
methyl or ethyl. 

25. (Amended) A bioadhesive composition according to claim 2 1 , wherein in 
2s frt™ compound] said hvdrotjhili c water-soluble acrvlamido monomer of formula I 

at least one R 1 represents R 8 SOsM wherein R 8 represents an optionally substituted 
alkyl, eycloalkyl or aromatic moiety and M represents hydrogen or a cation. 

26. A bioadhesive composition according to claim 25, wherein R B contains from 3 to 
30 12 carbon atoms. 



27. 



A bioadhesive composition according to claim 25, wherein R 8 contains from 3 to 6 
carbon atoms. 
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28. A bioadhesive composition according to claim 25, wherein R* represents a moiety 
of the formula 

R 4 



25 



i °* 

wherein R 3 represents hydrogen or an optionally substituted straight or branched 
5 chain alkyi group possessing from 1 to 6 carbon atoms and R 4 represents an 

optionally substituted straight or branched chain alkyi group possessing from 1 to 
6 caibon atoms, 

29. A bioadhesive composition according to claim 28* wherein in said R 8 moiety said 
10 straight or branched chain alkyi group, when presents substituted by a 

substituent selected from the group consisting of hydroxyl, amino, ammonium and 
halogen, 

30. (Amended) A bioadhesive composition according to claim 2 1 , wherein in 
15 . ■ [the compound ed hvdrophjUc water-soluble acrvlamido monomer of formula I: 

n represents 3; R l represents H or Cu-alkyl, each R 1 being mutually the same or 
different; and R 2 is hydrogen or optionally substituted methyl or ethyl. 

3 1 . (Amended) A bioadhesive composition according to claim 21, wherein said 
20 hydrophilici [unsaturated] wateiipoluble acrylamido monomer comprises 2- 

acrylamido-2-methylpropane sulphonic acid or a salt thereof. 

32. A bioadhesive composition according to claim 3 1 , wherein said salt is selected 
from die group consisting of sodium, potassium and lithium salts. 



33. (Amended) A/bioadhesive composition according to claim 21, wherein said 
hydrophilic [unsaturated] water^oluble acrylamido monomer comprises (3- 
acrylamidopropyl) trimethyl ammonium chloride. 
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34. A bioadhesive composition according to claim 21, wherein said three dimensional 
polymeric matrix further comprises a polymer or copolymer of an ionic or non-ionic 
hydrophilio unsaturated water-soluble monomer compound of formula 




5 ; wherein: R 5 represents hydrogen or optionally substituted methyl or ethyl; and R 6 

represents hydrogen, a cation or R 7 SOj wherein R 7 represents an optionally 
substituted alkylene moiety of 1 to 4 carbon atoms. 

35. A bioadhesive composition according to claim 34, wherein said methyl or ethyl 
10 group or said alkylene moiety, when present, is substituted by a substituent 

selected from the group consisting of hydro xyl, amino, ammonium and halogen. 

36. A bioadhesive composition according to claim 34, wherein R 7 represents an 
optionally substituted n-propyl group, 

15 

37. A bioadhesive composition according to claim 34, wherein said ionic hydrophilic 
unsaturated water-soluble monomer is selected from the group consisting of acrylic 
acid or an ester or salt thereof, a polymerisable sulphonsle or salt thereof; and 
mixtures thereof. 

20 

38. A bioadhesive composition according to claim 37, wherein said ionic hydrophilic 
unsaturated water-soluble monomer comprises acrylic acid (3-sulphopropyl) ester or a 
salt thereof. 

25 39. A bioadhesive composition according to claim 38, wherein said salt is selected 
from the group consisting of sodium, potassium and lithium salts. 
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40, , A bioadhesive composition according to claim 1, wherein said hydrophobic 
polymer is selected from the group consisting of a polyacrylate, a polyolefin, a 
silicone adhesive, a natural rubber, a synthetio rubber, a polyvinyl ether, and mixtures 
thereof. 

5 

41 . A bioadhesiye composition according to claim 1 , wherein said hydrophobic 
polymer comprises a vinyl acetate dioctyl maleate copolymer. 

42. A bioadhesive composition according to claim 1, wherein said hydrophobic 
10 polymer comprises an ethylene vinyl acetate copolymer. 

43. A bioadhesive composition according to claim 1, wherein said aqueous plasticised 
three dimensional polymeric matrix includes an aqueous plasttcising medium, 

15 44. (Amended) A bioadhesive composition according to claim 43, wherein said 
aqueous ptasticising medium comprises water and a plasticiser. saidjalasfidserig 
selected from the group consisting of apolyhydric alcohol, an ester derived therefrom, 
a polymeric alcohol, and mixtures thereof 

20 45. A bioadhesive composition according to claim 5, wherein said plasticiaer 

comprises water and a plasticiser selected from the group consisting of a polyhydric 
alcohol, an ester derived therefrom, a polymeric alcohol, and mixtures thereof. 

46. A bioadhesive composition according to claim 1, further comprising an additional 
2iS component selected from the group consisting of cro&slinkers, interpenetrant 

polymers, surfactants, electrolytes, processing aids, antimicrobial agents, 
pharmaceutical^ active agents and mixtures thereof. 

47, A bioadhesive composition according to claim 1, obtained by polymerising a 
30 reaction mixture comprising (a) a monomer mixture comprising a hydrophilic 

unsaturated water-soluble acrylamido monomer and an ionic monomer selected from 
the group consisting of acrylic acid, an ester or salt thereof, a polymeri sable 
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sulphonate or salt thereof and mixtures thereof (b) a hydrophobic polymer, and (c) a 



48. A. bioadhesive composition according to claim 5 or 47, wherein said plasticiser 
comprises water' and a plasticiser selected from the group consisting of a polyhydric 

. alcohol, an ester derived therefrom, a polymeric alcohol and mixtures thereof. 

49. (Amended) A bioadhesive compostion according to claim 5 [or 7], wherein 
said reaction mixture further includes components selected from the group consisting 
of crosslinkers, interpenetrant polymers, sur&ctants, electrolytes, processing aids, 
antimicrobial agents, pharmaceutical^ active agents and mixtures thereof. 

50. A bioadhesive composition according to claim 47, wherein said hydrophobic 
polymer comprises a vinyl acetate dioctyl maleate copolymer. 



51. A bioadhesive composition according to claim 47, wherein said hydrophobic 
polymer comprises an ethylene vinyl acetate copolymer. 

52. (Amended) A biomedical electrode comprising an electrically conductive 
interface member adapted to be connected electrically to an item of medical 
equipment and an electrically conductive medium associated with the interface 
member for adhering to a patient's skin, wherein said electrically conductive medium 
comprises a bioadhesive composition comprising an aqueous plasticised three 
dimensional polymeric matrix and a hydrophobic polymer gairf MPtm FlMtiffled 
thrPB-dimensional nalvmeric matrix comprising uo to 50% PV weight of a piaster, 
^ frftn water and said matrix being the product of a polymerisation reaction 



performed in t h e presence of fflM water, said plasticiser and said hvdlWhQPJfi 
ps&BELwherein [the ]concentraUon of said hydrophobic polymer at [the ]surface of 
said matrix is greater than [said] concentration of said hydrophobic polymer inside 



plasticiser. 



15 



30 



said matrix. 
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53, A biomedical electrode according to claim 52, wherein said electrically conductive 
interfece comprises a layer of an electrically conductive material applied to a support 
member. 

5 54. A biomedical electrode according to claim 52, wherein said bioadhesive 

composition is obtained by polymerising a reaction mixture comprising (a) one or 
more monomers comprising a bydrophilic unsaturated water soluble acrylamido 
mbnomer, (b) a hydrophobic polymer, and (c) a plasticiser. 

10 55. A biomedical electrode according to claim 52 f wherein said bioadhesive 

composition is obtained by polymerising a reaction mixture comprising (a) a monomer 
mixture comprising a hydrophilic unsaturated water-soluble acrylamido monomer and 
an ionic monomer selected from the group consisting of acrylic acid, an ester or salt 
thereof, a polymerisable sulphonate or salt thereof, and mixtures thereof (b) a 

] 5 hydrophobic polymer, and (c) a plasticiser. 

56. (Amended) A biomedical electrode according to claim [52 or 53]?4 or 55, 
where said plasticiser is mixed with [c omprises! water and [ajsaid plasticiser j& 
selected from die group consisting of a polyhydric alcohol, an ester derived therefrom, 
20 a polymeric alcohol and mixtures thereof. 

57/ (Amended) A biomedical electrode according to claim [52 or 53]51fiE ££, 
wherein said reaction mixture further includes components selected from the group 
consisting of crosslinkers, intrtpenetrant polymers, surfactants, electrolytes, 
25 processing aids, antimicrobial agents, pharmaceutical^ active agents and mixtures 

thereof. 

58, (Amended) A fixation product for attaching a catheter, tubing, wires or 
cables to skin, wherein a bioadhesive composition is provided at a point of said 
30 attachment, said bioadhesive composition comprising an aqueous plasticised three 

dimensional polymeric matrix and a hydrophobic , flftid aoueous nlasticiscd three- 
dimensional polymeric matrix comprising up to SQ% bv weight o f a Ptag ticiser othfl 
than water and sai d matrix being the product ofrUttlvmerUgtion reaction Pfflfoyffl^ fr 
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praanea of watr , Iff id Reiser aid said hydrophobic Mfrm^wherein £the] 
concentration of said hydrophobic polymer at [the] surface of said matrix is greater 
than [Mid] concentration of said hydrophobic polymer mside said matrix. 

5 59. A fixation product according to claim 58, wherein said bioadhesive composition is 
obtained by polymerising a reaction mixture comprising: (a) one or more monomers 
comprising a hydrophUic unsaturated water soluble acrylamido monomer; (b) a 
hydrophobic polymer, and (c) a plastioiser. 

10 60. A fixation product according to claim 58, wherein said bioadhesive composition is 
obtained by polymerising a reaction mixture comprising (a) a monomer mixture 
comprising a hydrophUic unsaturated water-soluble acrylamido monomer and an ionic 
monomer selected ftom the group consisting of acrylic acid, an ester or salt thereof, a 
polymerisable sulphonate or salt thereof, and mixtures thereof, (b) a hydrophobic 
1 5 polymer, and (c) a plasticiser. 

61 . (Amended) A fixation product according to claim 59 or 60, wherein said 
plastioiser r«wnprig«1 i8 mixed with water, and [ajgajd plasticiser 18 sela&d lelected] 
from the group consisting of a polyhydric alcohol, an ester derived therefrom, a 

20 polymeric alcohol and mixtures thereof. 

62. A fixation product according to claim 59 or 60, wherein said reaction mixture 
further includes components selected from the group consisting of crosshrikers, 
interpenetrant polymers, surfactants, electrolytes, processing aids, antimicrobial 

25 agents, pharmaceutically active agents and mixtures thereof. 

63. (Amended) A wound dressing comprising a carrier material encapsulated or 
coated by a bioadhesive composition coroprising an aqueous plasticised three 
dimensional polymeric matrix and a hydrophobic polymer, said aauegus pMhM 

30 tw ^imensional q rf rwfr F atri * comprising up to 50% hyyeiffht of » plasticiser , 

than water t *A said matrix bd «if > fre product of a polymerisation rqjejfon. 
nsrformed in the presence of water- said plastioiser und said hydrophobic Rrf y rnfiL 
wherein [the] concentration of said hydrophobic polymer at [the] surface of said 
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matrix is greater than [said] concentration of said hydrophobic polymer inside said 
matrix. 

64. A wound dressing according to claim 63, wherein said bioadhesive composition is 
5 obtained by polymerising an aqueous reaction mixture comprising: (a) one or more 

monomers comprising ahydrophilic unsaturated water soluble acrylarnido monomer; 
(b) a hydrophobic polymer; and (c) a plasticiser. 

65. A wound dressing according to claim 63, wherein said bioadhesive composition is 
10 obtained by polymerising an aqueous reaction mixture comprising (a) a monomer 

mixture comprising a hydrophilic unsaturated water-soluble acrylarnido monomer and 
. an ionic monomer selected from the group consisting of acrylic acid, an ester or salt 
thereof, a polymerisable sulphonate or salt thereof, and mixtures thereof, (b) a 
hydrophobic polymer, and (c) a plasticiser. 

66. (Amended) A wound dressing according to claim 64 or 65, wherein said 
plasticiser [cftmpriseg lis mixed with water and [a]g§M plasticiser ^elected from the 
group consisting of a polyhydfic alcohol, an ester derived therefrom, a polymeric 
alcohol and mixtures thereof. 

67. A wound dressing according to claim 64 or 65, wherein said aqueous reaction 
mixture further includes components selected from the group consisting of 
crosslinkers, mterpenetrant polymers, surfactants, electrolytes, processing aids, 
antimicrobial agents, pharmaceutically active agents and mixtures thereof. 

68. A wound dressing according to claim 64 or 65, when prepared by coating or 
encapsulating said carrier material with said aqueous reaction mixture, said aqueous 
reaction mixture comprising first and second monomers and a crosslinking agent, and 
curing said coating on said carrier material. 

69. A wound dressing according to claim 63, when prepared by coating said carrier 
material with said bioadhesive composition. 



15 
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70. A bioadhesive compositioa obtained by polymerising an aqueous reaction mixture 
comprising (a) a monomer mixture comprising a hydropbilic unsaturated water- 
soluble acrylamido monomer and an ionic monomer selected from the group 
consisting of acrylio acid, an ester or salt thereof a poiymerisable sulphonate or salt 
thereof and mixtures thereof (b) a hydrophobic polymer, and (c) a plastieiser. 

71. A bioadhesive composition according to claim 70, wherein said plastieiser 
comprises water and a plastieiser selected from the group consisting of a polybydric 
alcohol, an ester derived therefrom, a polymeric alcohol and mixtures thereof. 

72 A bioadhesive composition according to claim 70, wherein said aqueous 
reaction mixture further includes components selected from the group consisting of 
crosslinkers, interpenetrant polymers, surfeotants, electrolytes, processing aids, 
antimicrobial agents, pharmaceutical^ active agents and mixtures thereof. 




